
EFAssociates
1720 Orchid Drive North

North Mankato, MN 56~? 3 ‘W J(,IN25 ~,? :X

Phone (507) 387-2023
Fax (507) 387-2023

Elliott Farber, Ph.D.

ApriI 26, 1999

Food and Drug Administration
Document Mail Center (HFZ-401)
5600 Fishers Lane
Rockville, MD 20857

To Whom It May Concern:

It is requested that the Food and Drug Administration reclassify an ocular prosthetic (artificial
eye) lubricant from a Class III to a Class II Medical Device under the 513(e) Petition.

An artificial eye is fitted into an eye socket after the tissue has healed from the surgery that
removed the eye. The ocular prosthetic is, in reality, a cosmetic device to improve one’s physical
appearance. It is not a device which is life threatening or potentially hazardous to life. As such,
it should not be necessary to conduct clinical trials on this type of device.

The main concerns for the safety and effectiveness of an artificial eye lubricant are to minimize
the chance of inftiion and be reasonably assured the lubricant is non-toxic and is non-irritating.
The less stringent ciass requirements mandated in reclassifying ~ artificial eye lubric~t to a
Class II Medical Device will be sufficient to reasonably assure saf~y and effectiveness if the
following peri?ormancestandards are set:

1. Sterility
2. Non-toxic
3. Non-irritating

Sterility of the artificial eye lubricant is necessary to minimize the possibility of infection. The
establishment of non-toxicity and non-irritating as performance standards for an artificial eye
lubricant ensures the reasonable safety and effectiveness of such a device.

Sincerely,

Elliott Farber, Ph.D.
1720 Drive North
North Mankato, MN 56003
Phone (507) 387-2023
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DEPARiMEtU OF HtiTi AiD HUMAN8EC’,’!CES FORM APPROVED OMB NQ. (MM13S
PU8Lt0 HEALTHBERVICE- FOODANODRUGADMINISTRATION EXFIRAT!ONMm January 1, 2tZI)

SUPPLEMENTAL DATA SHEET (SeeOtJ8 StetemudonPage2)

1.GENERICTYPE OF DEVICE

~1 I?VPS
L ADVISORY P#KL 318 DEVICEAN lMPUWT ?

\ ❑ Y. ~NO

1. INDICATIONSFOR USE PRESCRIBED,RECOMMENDED, OR 8UGGEBTED IN WE DEWCI?8 IABEUNG THAT WERE CONSIDEREDBY ~E ADVISORY
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5. IDENTIFICATIONOF ANY RISKSTO HEALTHPRESENTED BY DEVICE
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5. RECOMMENDEDADVISORY PANELOLA8BIFICATIONAND PRIOWW

mesnkxicir —--—— ----- Prwy (clee#II orIll only) -—-ax ----------

7. IF DEVICEIS AN IMPIANT, OR 18UFE-SUSTAININGOR UFE-SUPPORllNQ ANDHAS BEENCU.SSIFIED IN A CATEGORYOTHERTHAN CIASS III, EXPIAIN
FUUY, THE REASONS FORTHE LOWERCLASSIFICATIONWITH SUPPORTINGDOCUMENTATIONANDDATA
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B. SUMMARY OF lNFORMAIWN, NCLUDINO CUNIOALEXPERIENCEOR JUDGMEtw, UPONWHICH WIFICATION RECOMMENDATIONIS BASED
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9. IDENTIFICATIONOF ANY NEEDED RESITUCTIONBON THE USE OF THE DEVICE
.

I _Discontinue use if ,irritati. on is noted.---.-.— --—-- ——--— --.. -__.. -.,-”_-”..-_.
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1.

2.

3.

ATTACHMENT

Apply 1-2 drops about 3 times daily without removing
the artificial eye; blink to spread evenly. Rub excess
into skin of both lids. Remove any excess with
cleansing tissue.
Remove accumulated discharges with a dampened
cotton-tipped applicator with minimal rubbing by
gently pulling lower lid downward.
Upon removing the artificial eye for any reason:
a) Wash hands thoroughly and completely rinse off.
b) Wash artificial eye using fingertips and rinse

thoroughly.
c) Dry artificial eye with cleansing tissue. Apply

one drop of lubricant to front and back surfaces.
d) Replace eye. Add an additional drop externally

and blink to spread evenly.

If irritation occurs, discontinue use and consult your doctor.



IO. IF DEVICE IS IN CIA9S L RECOMMENDWHETHER FDASHOULD EXEMPT IT FROM
Justhatlon / CWnmerrts

❑ a %gi81rali0n / DnviomLbting ______ --------- ___.. _., ______________ —--.”.. - -___ -____ . ....._. - __.-... _

❑ b. PrwnarkeI Notifkatkn _.—___ — . . . . .. . . . .. . . . . . . .. —..”....,”. -- AM--..., -.-___ -— ------------------- . . . . . ......... .. .. . .... .

clc. ReOxds MdRoPorb ‘“ — . ...—---. -. —-.”..s..”— -... -.,,. ._-._ ———-— ..__... __. _ . ......__

U d Cad Manufaclwlmg pWIIC+L ----—— -— -- ---------------- ---—-. ..-. -.. -——-—— -— .. ..-.. ------- —-------- .,_.-. ----- ... .

II. EXISTING STANOASDS APPUCASLE TO THE DEVICE, DEVICE SUSASSEMSiJES(Cctrpmws) OR DEwOE hL4TERlAlS(AiII andkzwssonrn)

Sterile, Non-toxic, Non-irritating..— .-— —-— ,——.——.-..— .———— ...... . .....

— .——..—-..-. -—— ,-.....-......----_--........—-....”._..,.,

.—--— —-— —...-—-- .--—. ———,-.. — .-_-—. -—-___,_. .. . . ..... .................. .-,.

-.---—. . . . . . . . .. . .. .... . . ... ... . . . .. . ... .. .. . ... . ..

12. COMPHE THIS FORM PURSUANTTO 21 CFR PARTSS0ANOSUBMIT TO

Fd and Drug Adnhk&dorr

Cedar forDevlwa and Radofcgioal Healfh

Offica d Heath and Indxhy Prowams (HFZ-215)

1350 Piocard Drfve

Rockville, MD 20350

OMB STATEMENT

Pubiia mportfng butdon for Ma odfdon ot fntorrndon 10OCUmatdto werag. 1-2 hours par raponw Indudlng the time for rewiewfng

‘mstructiorw,wnrohing exkting dala sourcu, ga!hering and maintaining tlm data nmdod, and compbting and reviwing the ccktlcm ot infanw,tion.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUSIJC HEALTH SERVICE - FOOD AND DRUG ADMINIsTRATION

FORM APPROVED OMB NO. D91D4)124

D(PIRAT)ON DATE: Janumy 1, 2003

GENERAL DEVICE CLASSIFICATION QUESTIONNAIRE (Saa0% statementcmPaga2)

~~ / PEWTIONER DATE

Elliott Farber I April 26, 1999
GENERIC TYPE OF DEvICE “

I
CIABSIFICATtON RECOMMENDATION

Lubricant For Artificial Eyes

1. IS THE DEVICE UFE.SUSTAINING OR LIFE-SUPPORTING ?

2. IS THE DEVICE FOR A USE WHICH IS OF SUBSTANTIAL IMPORTANCE IN
PREVENTING IMPAIRMENT OF HUMAN HEALTH ?

3. DOES THE DEVICE PRESENT A POTENTIAL UNREASONABLE RISK OF ILLNESS
OR INJURY?

4 DID YOU ANSWER ‘YES” TO ANY OF THE ASOVE 3 QUESTIONS ?

5. IS THERE SUFFICIENT INFORMATION TO DETERMINE THAT GENERAL
CONTROLS ARE SUFFICIENT TO PROVIDE REASONABLE ASSURANCE OF
SAFETY ANO EFFECTIVENESS?

6, IS THERE SUFFICIENT lNFORMATION TO ESTA@JJSH TO
PROVIOE REASONABLE ASSURANCE OF SAFEN AN

7, IS THERE SUFFICIENT INFORMATION TO ESTABLISH TO
PROVIDE REASONABLE ASJIANCE OF SAFETY AN
IF YES, CHECK THE SPECIAL CONTROL(S) NEEDED TO PROVIDE SUCH
REASONABLE ASSURANCE. FOR CIASS II,

c1
❑
c1
u

Pmtmarht Survdhw

Performamx Shndard(a)

Patient Ragiatrlea

Dwii Tracking

Tutii9 Guidalinae

Other (sptiFy)

8. IF A Regulatory PERFORMANCE STANDARD IS NEEDED TO PROVIDE
REASONABLE ASSURANCE OF THE SAF_ AND EFFECTIVENESS OF A CLASS
II OR Ill DEVICE, IDENTIFY THE PRIORITY FOR E9TASLISHINGSUCH A
STANDARD.

❑ Low Priorily

❑ Hqh Pridty

= Nof A@cable

9. FOR A DEVICE RECOMMENDED FOR RECLASSIFICATION INTO CIASS Il.
SHOULD THE RECOMMENCED REGULATORY PERFORMANCE STANDARD BE IN
PIACE BEFORE THE RECLASSIFICATION TAKES EFFECT?

10. FOR A DEVICE RE~h4MENDED FOR CLASSIFICATION/ RECLASSIFICATION INTO
CLASS Ill, IDENTIFY THE PRIORllY FOR REf2UlRlf@ PREMARK= APPROVAL
APPLICATION (PtA4) SUSMSSIONS.

❑ Lw Pricdy

•l Madum Priiily

❑ WwhPriority

a Nd Appliik

‘ORM FDA 3429 (~97)

II

‘YES‘“O -E=---❑ YES j&40

t
❑ YES ~NO Go tO Ram 4.

❑ YES ~NO H “’fax” go to Item 7.

In “No.” go to hi-n 5.

I lf’’Yaa,’’C!aaaify in Clas3[

Iif “k,” w to Item 6.

~ES ❑ NO

J NOT Applicable

If “Yao.” go to ftem 7.

If ‘?40,”ClaSSity in ams i

H“YrnY Claaaify in Claaa II

.
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Ia. OAN THERE OTHERWISE BE REASONABLEAsSURANCE OF ITS SAFEIV AND
EFFEOTWENEB8WITHOUT RESTRICTIONS ON ITS SALE,DISTRIBUllON OR USE,
BECAUSEOF NW mmww.m FOR HARMFULEFFECToRTHE couATErw
MEASURESNECESSARY FOR THE OEVKX?8 USE?

lb. 10EhllFY THE NEEDED RESTFUOTION(8) (// /la 1la w chadred ‘WO.’?

❑ Onty.pon Wtewktcmorcd utthorhtiond .praotlfkmrlicensedby I.WIIJ
adrrdnister or U80 tfm dev!ca

❑ Uaecnfybyparsamwdh .Pedrktrainhg orexperbn. inl!....

❑ uaeordyinuutahtadJMee
❑ other(B@fy)

12. COMPIETE THIS FORM PURSUANT TO 21 CFR PART860 AND SUBMITTO: —

Food and Drug Administration

Canter for Devices and Radiological Health

Oftice of Health and Industry Programs (HFZ-215)

1350 Piooard Drive

Rookville, MD 20850

if %s,” go to item 12.

h Tb,”, Qoto Item 1lb.

t
OMB STATEMENT

PUtW rapoting bwden for thfe oolleotfon of Infornutkm k -ted to wwago 1-2 hours PW raaponaa, Including the ha for rwiewing

lrwtructbns, aearchlng aatating data aourwm gautering and ma!ntainlng the data neaded ~ mpbtkl end rmJ*9 tie @ldcM of information.

Sand wrnmants regarding thio burdanestimateorMy oh- ~ d Ihb COlldon d hformation, IncludingWJggaafkns for reducingthk burden to

0HH8 R- Ckamnco OfkJU, PaperworkRaduotbnPr@ad[C910-01SS)
HubertH. HumphreyBuilding, Roun 521-H

~ Indepmdanoe Avenue. 8.W.

W.a8hingtc0, 0020201

.
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OEPARTMEtW OF HEALTH AND HUMAN SERVICES FORM APPROVEO: OMS NO. 0910.0138
PUBUC HEALTH SERVICE – FOOD ANO DRUG AOMINISTRATK3N

EXPIRATION DATE Januafy 1,2020

IN VITRO DIAGNOSTIC PRODUOT CLASSIFICATION QUESTIONNAIRE (SeaOMB Statemant ca Page 2)

~~1 PETITIONER DATE

i’lliott Farber April 26, 1999
GENERIC TYPE OF DEVICE CLASSIFICATION RECOMMENDATION

Artificial Eye Lubricant II

1, IS THE IN VITRO OiAQNOSTIC PRODUCT OR INFORMATION OEFUVEDFROMITS USE ❑ YEs ❑ No
POTENTIALLYHAZARDOUSTO WE, HG4LTH,OR WELL BEIFU3WHEN PUT TO ITS

Go to Item 2.

INTENOEO USE 7

2. IS THERE SUFFICIENT lNFORh4AT10N TO DETERMINE THATGENERALcONTRO~ ❑ YES ❑ ~
ARE SUFFICIENTTO PROVIDE REASONABLEASSURANCEOF THE SAFEIY AND
EFFECTIVENESSOF THE OEVICE?

If “Yea; dasslfy inClass I
If “No:, go to Item3.

3a. CONSIDERINGTHE NATUREAND Complexly OF TNE PRODUCT ANO THE mYEs •1 No
AVAIIABLE SCIENTIFIC AND MEDICAL INFORMATION, IS THERE SUFFICIENT If “Yes,” Claaslt in Class II
INFORMATION TO ESTASUSH A SPECIAL CONTROL OR BE1’ OF SPECIAL J
CONTROB TO PROVIDE REASDNASLE ASSURANCE OF THE SAFETY ANO

and go to Item b.

EFFECTIVENESSOF THE OEVIGE? If “No: Glaaalfy h Ciaas II I
and go to Item 4a.

3b. CHECK THE SPECIAL COfWRO S) NEEDEO TO PROVIDE SUCH REASONABLE
‘&ASSURANCES (If “YEW foMn ) ❑ YES ❑ NO

❑ P.tmarkat Surveiaanm

❑ Pedonnanw Standard(s)

❑ Taating Guidoliiaa

❑ Oakice Tracking

❑ Othar (S#wc+$.)

~xl c L Non _irritatinq

4a. ISA REGULATORY PERFORMANCE STANOARD NEEDEO TO PROVIDE
REASONABLE ASSURANCE OF THE SAFETY AND EFFECTIVENESS OF A CLASS II

❑ YES ❑ NOT AWllcdble

OR 111DEVICE?

4b. lF;FE9&To0 ITEM 4a., 10ENllFY THE PRIORfW FOR ESTABLISHING SUCH A
~ NOT~liilo

❑ Low Priority

❑ Medium Priority

❑ Hgh Prlcdty

5. FOR A DEVICE RECOMMENCED FOR RECLASSIFICATION lN’fO CIASS IL S+IOULD ❑ yEs HNO
THE RECOMMENDED REGULATORY PERFORMANCE STANOARD BE IN PIACE
BEFORETHE RECIASSJFICATION TAKES EFFECT ? ❑ NOT /@kXbh

6. FOR A OEVICE RECOMMENDED FOR CWSSIFICATION / RECLASSIFICATION
INTO CIASS 111,IDENTIIW THE PRIORITY FOR REQUIRING PREM4RKET
APPROVAL APPLICATION (pMA) SUBMISSIONS.

.

•1 Lcw Priority

•l Madkm priority

❑ High Priwity

H Net APP!kxble

m— <
ORM FDA 3428 (~97) r .yw

m



CLAS!WICATION QUESTWNNAIRE l~ORM

I
Medical Oevice Classification System

Panel liembe~ Date: I
Oevice: T,l]hrj pant For Fal -m 17v0e-—

Use Catego~f+(_l oia0n05tic~Ktil torfn9ff PmsthettcpSuwica lfJ7herloeutfcf10 ther..— -.

Regulatory Level: 1. General Contcols Speciffc device ombl ems: Yes @
I1. Petiomaoce standards #

{1 r. Premrket Aooroval

p la

.
Classf f fcatfon System Yes No J{ot l%~ry ‘ Question Scheme

know level

1. Custom Hade?’ “

..

xx Yes-2 No-3

. CuscoteMaae: Stmdara?
I

f
xx N;s 17

~ $x Yes-S No4

4. pOWICid i ]Y hazardous to Iif e, good health
F x OttK

(a) Can szamlaras be dev,eloped non; and
H

x Yes-7 Ho.
(5) would stsadard be ?deouate? x

. Harkeced In u.S.?
0NK--6

Kx I
Y

7 . Remote rmm ooay? kx I
8. Powered? Fx Yes--9 No-13

9. Fa\lure of gower: hazardous to patleac?

I
Yes

H
OAK 10
No

)0. hcmauce energy Into body? 11! Yes--n NO-13

T1 . Acceptab Ie energy levels? ;:s) 12

12.5afeenergy levels if malfunction? Yes

}
No 13
OHK

1~..~dterlal regarded as Safe without standard: xx
~ }

Y12S ..-
No 14
91YK

14.Pmscripzlons needed? ‘ Yi?s
limitation, hazsrds, difficulties. oroblems )(x It:o 15

Ta.Laoeilng, inscmccions or precautionson
measurement funa~on? ‘xx :;3 16

16.?er70rmnca S:anaards?
xx No

/. pecla~

I

Yes
x

1
NO 18

[8 >
{311K

..ocencially hazaroous ta fetus andlor gonaas
I bi i ) ““I“(es

Im?$+vn Jmql

Low Gens;:y Cao\ng rwa illl]

2-s
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2.

3.

4.

5.

a.

b.

c.

d.

6.

7.

Supplementary Data Sheet
Summary of Retlsons for CIassific@ion

Device Name Ocular Prosthetic (Artificial Eye) Lubricant

Classification Panel

Is device an implant? No

Indications for use prescribed, recommended, or suggested in the device’s
labeXing that were considered by the fXUlel~ see Attachment.

Identification of any risks to health presented by device

General Infection - minimized by sterilizing the device.

To xicitv potential reduced by usinq only a non-toxic

device. Potential for irritation is minimized.by using
a non-irritating device.

Specific Hazards Characteristic’or Feature of Device
to Health Associated with Hazard

a.

b.

c.

d. —

Recommended panel classification and priority

Classification Priority (Class 11 or 111Only)

If device is an implant, or is life-sustaining or life-supporting, and has been
classified in a category other than Class 111, explain- fully ~easons for the
lower classification with supporting documentation and data

2-9.



a.

9.

10.

a.

b.

c.

11.

Summary of data including clinical experience or judgment upon which
classification recommendation is based

Sterllltv J
,. non–toxlct non-irritating.

Identification of any needed restrictions on the use of the. device

None.

If device is in Class 1, recommend whether FDA should exempt it’ from:

Justification/COMMENTS

Registration a.

Records and Reports b.

Good Manufacturing Practice c.

Existing standards applicable to the dev!ce, device subassemblies
(compo~ents), or device materiais (parts and accessories)

Sterility, Non-toxic, Non-irritating*



ATTACHMENT

Apply 1-2 drops about 3 times daily without removing the
artificial eye; blink to spread evenly. Rub excess into skin
of both lids. Remove any excess with cleansing tissue.
Remove accumulated discharges with a dampened cotton-
tipped applicator with minimal rubbing by gently pulling
lower lid downward. Upon removing the artificial eye for
any reason:

a) Wash hands thoroughly and completely rinse off.
b) Wash artificial eye using fingertips and rinse

thoroughly.
c) Dry artificial eye with cleansing tissue. Apply

one drop of lubricant to front and back stiaces.
d) Replace eye. Add an additional drop externally

and blink to spread evenly.

If irritation occurs, discontinue use and consult your doctor.


